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DETAILED ACTION 
Summary 

Claims 1-4 are pending in this action. Claims 1-4 are rejected. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. [1] as follows: 

The later-filed application must be an application for a patent for an invention, 
which is also disclosed, in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application. Application No. 08/814974 now US 
Patent 6129930, fails to provide adequate support or enablement in the manner 
provided by the first paragraph of 35 U.S.C. 1 1 2 for one or more claims of this 
application. The instant claims 1-4 recite an intermediate release composition 
comprising nicotinic acid, in which the nicotinic acid is released over a stair stepped 
absorption profile. However, the particular stair stepped absorption profile recited by 
instant claims are not supported by the parent application. Thus, claims 1-4 do not 
receive benefit of the priority date of the parent application. The only reference to a rate 
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of release that the claims or the specification make is a sustained release rate in which 
between about 2-25% of the nicotinic acid is released per hour. This general teaching 
does not support the specific recitation of up to 19% of nicotinic acid absorbed between 
1-4 hours in the first phase, between 78-100% absorbed between 5-9 hours in the 
second phase, and between 86-100% absorbed by about 9 hours in the third phase. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described In (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
6406715. 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 
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As discussed above, Applicant does not receive benefit of the filing date of the 
CIP parent US 6129930. Thus the filing date of the instant application is 10-31-1997. 
The filing date of the prior art reference is 10-31-1997, and the prior art reference claims 
benefit of priority applications dated back to 09-20-1993. The reference names one 
inventor in common with the instant application, vjhWe the instant application names two 
inventors. Thus this prior art reference is "by another" and has a prior effective U.S. 
filing date, which is earlier than the instant applications filing date. 

Cefali teaches compositions that afford intermediate release of nicotinic acid, and 
that are used for the treatment of hyperlipidemia (col. 1 , lines 20). The instant claims are 
drawn to a method of treating hyperlipidemia with an intermediate release composition 
of nicotinic acid. The prior art reference also teaches the composition to have a stair- 
stepped absorption profile (col. 5, line 31). The reference further teaches that the 
composition releases "at least the majority" of the composition between 5 and 9 hours 
(col. 5, lines 17-20). The reference also describes three separate absorption phases: A, 
B and C (col. 8, lines 1-13). Phase A occurs within 1-4 hours, phase B between 4-8 
hours, and phase C between 5-9 hours (col. 8, lines 15-19). Table 1 discloses that up to 
about 19% of the composition is absorbed in phase A, and between 78-100% is 
absorbed in phase B, with the remainder being absorbed in phase C (col. 8, lines 20- 
25). Table 1 shows that 90.7 % is absorbed in phase B, this is about 91% as is recited 
in instant claims. Table 1 also discloses the same absorption rate ranges for each 
phase as claimed in claim 3. Table 1 also discloses the limitations of claim 4, in that the 
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% dose absorbed in phase A was 3.3% in 2.3 hours, and in phase B was 19% in 7.3 
hours. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pill A. Hawes whose telephone number is 571-272- 
8512. The examiner can normally be reached on 8-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

P.A. Hawes 

Examiner-1615 — ^ 



Conclusion 




